ANTI-INFECTIVE DRUGS ADVISORY COMMITTEE MEETING (68™)

Center for Drug Evaluation and Research, Food and Drug Administration

Marriott Washingtonian Center, Gaithersburg, MD

March 24, 2000

OPEN SESSION

Issue: New Drug Applications (NDA) 21-130, Zyvox® (linezolid) Tablets; NDA 21-131,
Zyvox® (linezolid injection) for Injection; and NDA 21-132, Zyvox® (linezolid oral
suspension) Oral Suspension.
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QUESTIONS

Community-acquired pneumonia (CAP)

a) Do the data support the efficacy and safety of linezolid in the treatment of adult
patients with CAP?

b) Include in your discussion whether there are sufficient data to support the efficacy
of linezolid for the treatment of CAP due to:
i) Methicillin-resistant Staphylococcus aureus (MRSA)
ii) Penicillin-resistant Streptococcus pneumoniae (PRSP)

Hospital-acquired pneumonia (HAP)

a) Do the data support the efficacy and safety of linezolid in the treatment of adult
patients with HAP?

b) Include in your discussion whether there are sufficient data to support the efficacy
of linezolid for the treatment of HAP due to:
i) MRSA
ii) PRSP

Uncomplicated skin and skin structure infections (uSSSI)

a) Do the data support the efficacy and safety of linezolid in the treatment of adult
patients with uSSSI?

b) Include in your discussion whether there are sufficient data to support the efficacy
of linezolid for the treatment of uSSSI due to:
i) MRSA

Complicated skin and skin structure infections (cSSSI)

a) Do the data support the efficacy and safety of linezolid in the treatment of adult
patients with ¢cSSSI?

b) Include in your discussion whether there are sufficient data to support the efficacy
of linezolid for the treatment of ¢cSSSI due to:
i) MRSA

Infections due to vancomycin-resistant enterococci (VRE)

a) Do the data support the efficacy and safety of linezolid in the treatment of adult
patients with infections due to VRE?

b) What additional study(ies), if any, would the committee recommend?
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Availability of Transcripts and Other Documents
Connected to this Meeting

Advisory committee transcripts are posted on the Dockets Menagement Branch website
within 30 days after the meeting. The address is:
http://www.fda.gov/ohrms/dockets/ac/acmenu.htm

A written request specifying date of the meeting, name of committee, and a description of
the document(s) requested, may be mailed to:

Food and Drug Administration
Freedom of Information Staff
HFI-35, Room 12A-16
5600 Fishers Lane
Rockville, Maryland 20857
(301) 827-6500
or faxed to:

(301) 443-1719/1726

TRANSCRIPTS of the open session will be available from FOI 15 working days after
the meeting. Please specify the desired format.

- "~ CDsat $14.25 each,
one meeting per CD - PDF or WordPerfect format

- Diskettes at $4.50 each,
one diskette per meeting day - WordPerfect format

or printed copy at $.10 per page.

You may al rch he transcripts directly from the transcribing compan
(Please check with the transcriber at the meeting for ordering information.)

SUMMARY MINUTES will be available from FOI approximately 90 days after the
meeting. Please wait until this time period has elapsed before you place your order to
allow time for the minutes to be written, edited, approved, and photocopied for
distribution. You may phone the Advisors and Consultants Staff at (301) 827-7001 for
status of minutes.

The FOI Staff sends INVOICES out monthly. If requested, FOI will inform you of fees
in advance. :
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